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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 29 March 2006 . 
2a)M This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) 13 Claim(s) 1-9 and 12-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 1-9 and 12-21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(5) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Response to Arguments/Remarks 

Regarding Drawings: 

1 . Examiner acknowledges submission of amended drawing sheets. The objection 
to the drawings is withdrawn. 

Regarding 35 USC 103 Rejections: 

2. Applicant's arguments with respect to claims 1-15 have been considered but are 
moot in view of the new ground(s) of rejection. 


Claim Rejections - 35 USC § 103 


3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject nnatter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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4. Claims 1. 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith et al. (US 5797961) in view of Smitli (US 4799484). 

Smith et al. (US 5797961) teach a surgical needle comprising the following 
features: 

• An elongated body defining a longitudinal y-axis (5) 

• A central shaft portion (40) 

• A first suture end portion for attachment to a suture (205) 

• A second needled end for penetrating tissue (50) 

• The needled portion having three sides (560, 570) 

• The needled portion having three cutting edges (564, 565, 600) 

• Terminating in a needle point (30) 

• Each side Including one sole pair of planar surfaces (580, 590) arranged 
in oblique relation (it is noted that although figure 1 1 describes a needle 
with two sides having a sole pair of planar surfaces, figure 5D describes a 
needle wherein each side (410, 420) has a concave surface, and it is 
therefore within the scope of the invention to have the oblique planar 
surfaces of figure 1 1 on each side) 

• A distal shaft transition portion (40) defining a cross section of general 
triangular character (Column 3, proximate lines 4-8) interconnected by 
rounded surfaces (Fig. 6) 

• At least one of the three sides is substantially planar (560) 
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Smith et al. (US 5797961) fails to disclose wherein the needle comprises an 
enlarged transition portion adjacent to central shaft portion where the x-dimension 
(height) of this portion larger than that of shaft. Smith (US 4799484) teaches a surgical 
needle with an enlarged (x1) transition portion (12) adjacent to the central shaft portion 
(16), wherein the x-dimension (height) of this portion (x1) is larger than that of the shaft 
portion (x2) in order to provide smoothly varying strength and performance 
characteristics. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the surgical needle of Smith (US 5797961) with a an 
enlarged transition portion adjacent to the central shaft where the x-dimension (height) 
of this portion is larger than that of the shaft as taught by Smith (US 4799484) in order 
to provide smoothly varying strength and performance characteristics to the needle. 

5. Claims 1, 2, 3, 4 and 7 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wong (US 5030228) in view of Smith (US 4799484) and further in 
view of Allen (US 5403344). 

Wong et al. teach a surgical needle comprising the following features: 

• An elongated body defining a longitudinal y-axis (10) 

• A central shaft portion (25) 

• A first suture end portion for attachment to a suture (30) 

• A second needled end for penetrating tissue (1 1 ) 

• The needled portion having three sides (12, 18, 20) 

• The needled portion having three cutting edges (12a, 12b, 12c) 
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• Terminating in a needle point (P) 

• A sole pair of planar surfaces (14, 22) arranged in oblique relation 

• The planar surface portions of each side are arranged to intersect along a 
median plane bisecting a respective side to define a substantially 
symmetrical concave appearance to the respective side (Column 3, 
proximate lines 32-35, see fig. 5) 

• Two of the cutting edges intersect at the needle point (P) and define an 
angle of about 22'' to about 25° (Column 3, proximate lines 47-48) 

Wong fails to disclose wherein: 

• Each side defines a general concave surface 

• The needle comprises an enlarged transition portion adjacent to central 
shaft portion where the x-dimension (height) of this portion larger than that 
of shaft. 

• the enlarged transition portion defines a z-dimension (width) greater than 
a corresponding z-dimension of the central shaft portion 

Smith teaches a surgical needle with an enlarged (x1) transition portion (12) 
adjacent to the central shaft portion (16), wherein the x-dimension (height) of this 
portion (x1) is larger than that of the shaft portion (x2) in order to provide smoothly 
varying strength and performance characteristics. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the surgical needle 
of Wong with a an enlarged transition portion adjacent to the central shaft where the x- 
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dimension (height) of this portion is larger than that of the shaft in order to provide 
smoothly varying strength and performance characteristics to the needle. 

The combination of Smith and Wong fails to disclose wherein each surface 
defines a general concave surface. Allen teaches a surgical needle wherein each 
surface (26) defines a general concave surface in order to allow only the three cutting 
edges to substantially contact the tissue during cutting and therefore provide improved 
penetration performance, less tissue trauma and distortion and a reduced wound 
opening area. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the combination of Smith and Wong with three sides 
having a substantially concave shape as taught by Allen in order to allow only the three 
cutting edges to substantially contact the tissue during cutting and therefore provide 
improved penetration performance, less tissue trauma and distortion and a reduced 
wound opening area. 

6. Claims 1, 5 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Allen (US 5403344) in view of Smith (US 4799484) and further in view of Wong 
(US 5030228). 

Allen teaches a surgical needle comprising the following features: 

• An elongated body defining a longitudinal y-axis (10) 

• A central shaft portion (12) 

• A first suture end portion for attachment to a suture (22) 

• A second needled end for penetrating tissue (14) 

• The needled portion having three sides (24) 
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• The needled portion having three cutting edges (20) 

• Temiinatlng in a needle point (18) 

• Pair of planar surfaces (25, 26) arranged in oblique relation 

• each of the three sides (24) include the planar surface portions (25, 26) 
arranged in oblique relation 

• the planar surface portions of the one side intersect to define an included 
angle ranging from about 160"" to about 175'', more specifically about 
170^ 

It is noted that according to the specification primary angle 9 may be in 
the range of 30'' - 120"* but preferably 60'', and secondary angle a may range 
from O"" to 90°, but is preferably 30"^ (Column 3, proximate lines 39-43). Thus, 
in Fig. 7, using the stated preferred angles of 9= 60'*, and a= 30'', a extends 
15° past 9 on either side of planar surface (25), creating an isosceles 
trapezoid defined by planar surfaces (25, 26, and base of ghost triangle 30 of 
Fig. 8a), wherein the angle between the ghost base of triangle (30), and 
planar surface is 15°, and therefore the angle between oblique surfaces 26 
and 25 is 165°. Further, in order for the included angle between oblique 
planar surfaces 25 and 26 to be about 170°, this requires the values of 9 and 
a to change minimally and still be within the stated range of 9 = 30° - 120° 
and a = 0° to 90°. One possible configuration being 9= 60°, and a= 50°, a 
extends 10° past 9 on either side planar surface (25), creating an isosceles 
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trapezoid defined by planar surfaces (25, 26, and base of ghost triangle 30 of 
Fig. 8a), wherein the angle between the ghost base of triangle (30), and 
planar surface is 15"", and therefore the angle between oblique surfaces 26 
and 25 is 170^ 

Allen fails to disclose wherein the needle comprises an enlarged transition 
portion adjacent to central shaft portion where the x-dimension (height) of this portion 
larger than that of shaft. Smith teaches a surgical needle with an enlarged (xi) 
transition portion (12) adjacent to the central shaft portion (16), wherein the x-dimension 
(height) of this portion (xi) is larger than that of the shaft portion (X2) in order to provide 
smoothly varying strength and performance characteristics. It would have been obvious 
to one of ordinary skill in the art at the time the invention was made to modify the 
surgical needle of Wong with a an enlarged transition portion adjacent to the central 
shaft where the x-dimension (height) of this portion is larger than that of the shaft in 
order to provide smoothly varying strength and performance characteristics to the 
needle. 

The combination of Allen and Smith fails to disclose wherein each side includes 
one sole pair of planar surface portions. Wong teaches a surgical needle wherein sides 
have one sole pair of planar surface portions (14, 22) in order to provide a needle with 
improved penetration and smaller wound opening that is easy to form (Column 2, 
proximate lines 7-10). It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the combination of Allen and Smith with one 
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sole pair of planar surface portions on the concave surfaces in order to provide a needle 
with improved penetration and smaller wound opening that is easy to form. 

7. Claims 12-15 and 18-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sardelis (US 5730732) in view of Wong (US 5030228) and further in 
viewofAllen (US 5403344). 

Sardelis teaches a surgical needle comprising the following features: 

• an elongated needle body defining a longitudinal y-axis (50) 

• the needle body including a central shaft portion (60) 

• a first suture end portion for attachment to a suture (80) 

• a second needled end portion for penetrating tissue (70) 

• the needled end portion (70) having three sides which intersect to define 
three cutting edges (90) 

• and terminating at a needle point (70) 

• the needled end portion further defining an enlarged transition portion 
(Line 7-7) adjacent the central shaft section with an x-dimension (height) 
at least substantially equal to a corresponding x-dimension of the central 
shaft (line 8-8). 

• the enlarged transition portion defines an x- dimension (Line 7-7) greater 
than a corresponding x-dimension (Line 8-8) of the central shaft portion 
(Fig. 6). 
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• the enlarged transition portion defines a z- dimension (width) at least 
substantially equal to a corresponding z-dimension of the central shaft (90, 
Fig. 5), 

• the enlarged transition portion defines a z- dimension greater than a 
corresponding z-dimension of the central shaft portion (90, Fig. 5). 

• The x-dimension and z-dimensions of the enlarged transition portion is 
defined between adjacent cutting edges (90, fig. 7) 

Sardelis fails to disclose wherein each side includes a pair of planar surface portions 
arranged in oblique relation and intersecting along a median plane bisecting a 
respective side to define a general concave appearance to the respective side. 

Wong teaches a surgical needle wherein sides include a pair of planar surface 
portions (14, 22) arranged in oblique relation and intersecting along a median plane (18) 
bisecting a respective side to define a general concave appearance to the respective 
side (Column 3, proximate lines 32-35) in order to provide a needle with improved 
penetration and smaller wound opening that is easy to form (Column 2, proximate lines 
7-10). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the needle sides of Sardelis with a pair of planar surface 
portions arranged in oblique relation and intersecting along a median plane bisecting a 
respective side to define a general concave appearance to the respective side in order 
to provide a needle with improved penetration and smaller wound opening that is easy 
to form. 
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The combination of Sardelis and Wong fails to teach wherein each side has a 
generally concave appearance. Allen teaches a surgical needle wherein each side 
includes a pair of planar surfaces (25, 26) arranged in an oblique relation in order to 
minimize the surface area of the needle in contact with the skin in order to provide 
improved penetration performance, less tissue trauma and distortion and a reduced 
wound opening area (Column 3, proximate lines 55-60). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to provide the surgical 
needle of the combination of Sardelis and Wong with planar surfaces arranged in an 
oblique relation on each side as taught by Allen in order to minimize the surface area of 
the needle in contact with the skin in order to provide improved penetration 
performance, less tissue trauma and distortion and a reduced wound opening area. 

8. Claims 1,16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith et al. (US 5797961) in view of Sardelis (US 5730732). 

Smith et al. teaches a surgical needle comprising the following features: 

• An elongated body defining a longitudinal y-axis (5) 

• A central shaft portion (40) 

• A first suture end portion for attachment to a suture (205) 

• A second needled end for penetrating tissue (50) 

• The needled portion having three sides (560, 570) 

• The needled portion having three cutting edges (564. 565, 600) 

• Temriinating in a needle point (30) 
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• Each side including one sole pair of planar surfaces (580, 590) arranged 
in oblique relation (it is noted that although figure 1 1 describes a needle 
with two sides having a sole pair of planar surfaces, figure 5D describes a 
needle wherein each side (410, 420) has a concave surface, and it is 
therefore within the scope of the invention to have the oblique planar 
surfaces of figure 1 1 on each side) 

• A distal shaft transition portion (40) defining a cross section of general 
triangular character (Column 3, proximate lines 4-8) interconnected by 
rounded surfaces (Fig. 6) 

• At least one of the three sides is substantially planar (560) 

Smith et al. (US 5797961) fails to disclose wherein the needle comprises an enlarged 
transition portion adjacent to central shaft portion where the x-dimension (height) of this 
portion larger than that of shaft, and the x-dimension and z-dimension are defined 
between adjacent cutting edges. Sardelis teaches a surgical needle with an enlarged 
transition portion (7) adjacent to the central shaft portion (60), wherein the x-dimension 
(height) of this portion is larger than that of the shaft portion and the x-dimension and z- 
dimension are defined between adjacent cutting edges (fig. 7) in order to enhance the 
strength of the needle. It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the surgical needle of Smith with a an 
enlarged transition portion adjacent to the central shaft where the x-dimension (height) 
of this portion is larger than that of the shaft as taught by Sardelis in the strength of the 
needle. 
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Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more infomriation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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5/30/06 
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